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The Manitoba Pharmaceutical Association (M Ph.AJ 1s the pharmacy licensing authority
pursuant 10 the provincial Pharmacenticaf Act, in Manitoba, Canada. The principal
mandate of the self-regulating authority of M.Ph.A_ iz the protection of the public. This
provides a wide scope of responsibilities that include licensure, establishing and auditing
compliance of standards, complaint investigations, public and professional relations, and,
liaison and advisory with the public, different levels of provincial and federal
governments and industry. The M.Ph.A is & founding member of Canada’s National
Association of Pharmacy Regulatory Authorities (NAPRA)Y and is a member of District
Five, National Association ol Boards of Pharmacy (NABP). The M.PhLA. was first
formed in February 1878 and celebrated the 125" anmiversary in 2003,

The list of preliminary questions proposed by Dr. Richard Carmona was reviewed and it

i3 an impossible task for one nrganization to be knowledgeable and be able to address all
the issucs raised. However, the M Ph A does have expert knowledge in certain areas of
this cross-border legal drug activity. We hope to provide some msight as well as to learn
from our attendance at the Task Foree mecting,

Clearly, there arc two major issues of concern in any drug delivery system whether it is
within an institution, across tewn. across state or across international borders. The two



issues are patient safety, and, product quality and safety. Thase two is5ues 4re 8 COMMON
theme through maost of the questions posed by Dr. Carmona.

Prior to the year 2000, it was difficult for pharmacies located 1n Canada o send
medications into the United States. Tt was not possible for American patients wanting to
purchase medications from Canada as the American customs officials would reject the
enlry of the packages. This led to private and state run “drug bus tours”™ to Canada for the
purchaze of prescription medications. For Canadian paticnts temporarily residing in the
United States, the pharmacies had to include documentation that the medication was
lepally prescribed and dispensed for a Canadian temporarily residing tn the United States.
Even with medicalion declared and the informed enclosed, the medication could be
refused entry into the United States. Sometime in late 2000, the level and policy of
enforcement changed. The changes was noted by our Figld Operations and reported to
the Council of The Manitoba Pharmaceutical Association,

The shipping of medication from Canada to the United States was first declared “Intermet
Pharmacy”™ and left the impression of enhanced utilization of technology to deliver care.
Clearly, the internet was just a form of adveriising to reach a broader audience and this
“industry” was no more “high tech™ than mail-order pharmacy. For the most part, that
has not changed, First contacts with the federal Food and Dug Admimstration left the
M.Ph.A, with the impression that there was not going to be a return to the pre-2000
aciivity of refusing entry of Canadian medication for American use. This caused the
Council of M.Ph.A. to be proactive and 1o develap standards of practice around this now
found “industry”. A combination of very aggressive business people located in
Manitoba, support by the government of Manitoba and the standards developed to make
sire this “industry” focused on patient care caused Manitoba W become the center of
“Internet pharmacy”. The name applied to pharmacies sending medication inta the
United States is International Prescription Service (IP5} Pharmacies and it required an
additivnal fee and declaration on their 2003 pharmacy license application.

What may have started with a few “internet savvy™ seniors citizens purchasing
medications that they desperately needed and willingness o take a chance on their
pharmacy neighhars to the north. quickly developed into a multi-billion doflar industry.
Now, however, this industry invelves new concepts in the drug delivery system namely
“prescription brokers, pharmaey affiliates, prescription co-signers, fulfillment centers and
international prescription service pharmacies”, The M.Ph.A’s intention to ensure that
the drug delivery system was safe and focused on patient care has developed into &
fulltime and mostly loga! joust between the M.Ph.A. and some of the International
Prescription Services {IPS) Pharmacies. The challenge for the M.Ph A, to insure patient
safety and product quality continues and much more work has to be done. There has
been an attitudinal shift from a sector within the pharmacy profession to go no further
than the letter of the law and develop legal arguments and controversy regarding the spirit
angd professional intent of the law,

Tt is not possible for any one province or state regulatory agency to possess sufficient
expertise and resources o ensure patient and product quality and safety beyond the



geographic borders of their jurisdiction. The M Ph A has received a legal opinion that
all patients who receive medication and care trom Manitoba pharmacies are part of the
“public” and are protected as if they were Manitobans. Notwithstanding M.Ph A,
substantially increased fees to IPS Pharmacies in 2003, the expertise and resources are
msufficient.

The M.Ph.A. can assure the Task Force that the safety assurances placed on products by
Health Canada would extend Tor use by Americans. The M.Ph.A. can also assure the
Task Force that Manitoba phanmacists are of equivalent competency to American
pharmacists regarding knowledge, patient onientated care and standards of practice.
However, this “industry” has a certain amount of “gold rush mentality” and “fronticrism”
that can, and does, make it dangerous. The reguiatory authorities, in every province and
state, need additional powers. resources and expertisc to make sure the focus remains, as
described earlier, patient safety and product quality and safety.

There is no question that the Canadian drug supply system cannot supply the all needs of
American patients. The health care systetn in Canada has been affected through real br
artificially created drug shortages, increasced drug prices and increased costs in the
delivery of health care services. In addition, there strong concern that new and/or
innovative praducts wiik not be introduced into the Canadian market. As a result, this
industry has already begun 1o cause harm to the Canadian medication consumer.
Notwithstanding, there is an expressed commercial need for this industry to continue
within some areas of Canada.

Presuming for a motnent ihat all parties wish the cross-border movement of drugs to
continue and continue to grow and may result in the movernent ol medications i both
directions across the Canada/United States border, it is vitally important that the two
basic issues are clearly identified, addressed and enforced, Therefore, before any actiity
o consider legalizing, condoning and enhancing the cross-border movement of
prescription and non-prescription {legal) dmgs cecurs on either side of the international
border, the tollowing points need to be addressed:

1. The development of international standards and agreements that confirm and
atiforce patient care as the primary goal and placed above the commercial
interests for the distnbution of product,

2. The development of 4 mulual international recognition for the licensing

wholesales, pharmacists and pharmacies located in Canada and the United States.

The development of Memaranda of Understanding regarding which laws are

enforced and enforceable for the salty and benefit of the patient, a5 many

buzinesscs require disclaimers, agreements and powers or attorney that remove
patient autonomty in order to access cheaper drugs.

4, Until such time as provincial and state regulators can cpenly forward and receive
information and intelligence with the American Food and Drugs Administration,
Health Canada and other provingial and state prescriber licensing authornties, the
cross-border phanmacy sale of drugs under the authority of a prescription should
be limited ur temporartly suspended.
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5. Aveview is required to identify the legal impediments and harriers of
investigations, complaint mvestigaiions, jurisdictional issues, power of subpoena
and collection of evidence.

6. As theinternational movement ol diugs is bascd heavily upon the issue of access
ta cheaper drugs than professional care, the flow of medication acrass the
international border through wholesale purchases ought Lo be permitted rather
than, or in addition to, pharmacy distribution pursuant to a prescription.

7. As confirmed by all parties knowledgeablc of this industry, the Canadian drug
supply cannot provide for all Amertcan patients requiring catastrophic medication
nor the cost saving nceds of private or state run drug benefit programs, a plan is
needed, therefore, to carve-out how the cross-border movement of drugs can
initially benefit those who need it the most and, uitimately, address the needs of
others.

8. The drug source needs to be confirmed and only purchases directly from licensed
wholesales 1o pharmacies would be permitted [or miernational sale on
preseription.

9, All referral prescription programs to pharmacies and businesses located outside
the country of the pharmacy of first contact must be approved by the provineial
andfor state licensing authority prior to implementing the program,

10, All advertisement of pharmacies servicing another country must clearly indicate
their jurisdiction of license and mecr the requirements of an international
licensing authority, like the Amernican/Canadian Verified Iniernet Pharmacy
Practice Siles (VIPPS) program, and no other pharmacy business would he
aliowed to advertise for the international shipmend of medication or participate in
that activity.

In clesing, The Manitoba Pharmaceutical Association is very appreciative for the
Invilation to address the Task Foree Committee and raise matters of critical importance.
The issue of crass-border movement of legal drugs is very complex and involves and
entwings professional, legal and political jurisdictions.  However, the overall goal must
remain clear; patient saftly and product quality and safety. The M. Ph.A. looks forward
to the ongoing and firture opportunites o work with American fuderal and state agencies
and organizations to achieve this goal
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